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- The MAILING DA TE of this communication appears n the cover sheet with the c rrespondence address - 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even If timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1 )K1 Responsive to communication{s) filed on 09 July 2003 . 
2a)[J This action is FINAL. 2b)n This action is non-final. 

3) 0 Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1, 453 O.G. 213. 
Disposition of Clainns 

4) ^ Claim(s) 1-13 and 24 is/are pending in the application. 

4a) Of the above claim(s) 6-11 is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 1-5.12.13 and 24 is/are rejected. 

Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)K The drawing(s) filed on 20 June 2003 is/are: a)S accepted or b)^ objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 1 )□ The proposed drawing correction filed on is: a)n approved b)n disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 0 Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)nAII b)n Some*c)n None of: 

1 .□ Certified copies of the priority documents have been received. 

2. n Certified copies of the priority documents have been received in Application No. . 

3. n Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) n Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) 0 Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1 ) □ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). . 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Infomial Patent Application (PTO-152) 

3) □ Infomnation Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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DETAILED ACTION 

Applicants amendment received on 7/9/03 has been entered. Claim 1 has been 
amended. Claim 25 has been cancelled. Claims 1-13 and 24 are pending. Claims 1-5, 
1 2-1 3 and 24 are under current consideration. 

Election/Restrictions 

Claims 6-1 1 are withdrawn from further consideration pursuant to 37 CFR 
1.142(b) as being drawn to a nonelected invention, there being no allowable generic or 
linking claim. Election was made without traverse in Paper No. 7. 

Drawings 

The drawings submitted on 6/20/03 have been approved. 



Claim Rejections - 35 USC § 112, 1^^ paragraph 

The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-5, 12-13. and 24 are rejected under 35 U.S.C. 112. first paragraph, as 
failing to comply with the enablement requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to enable one skilled in 
the art to which it pertains, or with which it is most nearly connected, to make and/or use 
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the invention. The previous rejection is maintained for the reasons of record advanced 
on pages 3-4 of the Office action mailed on 4/9/03. 

Applicant's arguments filed 7/9/03 have been fully considered but they are not 
persuasive. Applicants have argued that the Examiner has improperly read limitations 
directed to treatment and therapy into the instant claims. Applicants assert that the 
claims in no way impose limitations of therapeutic or prophylactic responses. 
Applicants further argue that the claims are clearly directed to methods of generating an 
immune response and as such the possible effects (treatment or prevention) of the 
immune response and/or difficulties with gene therapy are not pertinent to the claimed 
subject matter. See pages 3-4 of the amendment. 

In response, the Examiner asserts that the instant specification has not provided 
any uses for the claimed method than other for treating or preventing intracellular 
infections. It appears that the instant specification is replete with recitations related to 
treating or preventing intracellular infections with respect to the claimed invention but 
fails to provide other uses for the claimed invention. As such a proper interpretation of 
the claims encompasses generating immune responses resulting in treatment or 
prevention. The Examiner acknowledges that it may be improper to impose limitations 
from the specification on the claims. However, since it appears that the instant 
specification has not provided other uses for the invention as claimed it is proper to 
interpret the claims as discussed. Applicants are encouraged to point to other uses for 
the claimed methods disclosed in the instant specification in support of their assertions. 
It is further maintained that the instantly claimed invention embraces gene therapy. 
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which is an unpredictable art. It is also maintained that the evidence of record has 
failed to provide guidance to overcome the unpredictability of the gene therapy art with 
respect to the full scope of the claimed invention. See pages 3-4 of the Office action 
mailed on 4/9/03. 

Accordingly, the rejection is maintained for the reasons of record. 

Claim Rejections - 35 USC § 112, 2""^ paragraph 
The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

Claims 5 and 12 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

A broad range or limitation together with a narrow range or limitation that falls 
within the broad range or limitation (in the same claim) is considered indefinite, since 
the resulting claim does not clearly set forth the metes and bounds of the patent 
protection desired. Note the explanation given by the Board of Patent Appeals and 
Interferences in Experts Wu, 10 USPQ2d 2031. 2033 (Bd. Pat. App. & Inter. 1989), as 
to where broad language is followed by "such as" and then narrow language. The 
Board stated that this can render a claim indefinite by raising a question or doubt as to 
whether the feature introduced by such language is (a) merely exemplary of the 
remainder of the claim, and therefore not required, or (b) a required feature of the 
claims. Note also, for example, the decisions of Experts Stsigsweld, 131 USPQ 74 
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(Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 
USPQ 481 (Bd. App. 1949). In the present instance, claim 12 recites tlie broad 
recitation parvovirus, and tlie claim also recites adeno-associated virus, which is the 
narrower statement of the range/limitation. 

A broad range or limitation together with a narrow range or limitation that falls 
within the broad range or limitation (in the same claim) is considered indefinite, since 
the resulting claim does not clearly set forth the metes and bounds of the patent 
protection desired. Note the explanation given by the Board of Patent Appeals and 
Interferences in Ex parte Wu, 10 USPQ2d 2031, 2033 (Bd. Pat. App. & Inter. 1989), as 
to where broad language is followed by "such as" and then narrow language. The 
Board stated that this can render a claim indefinite by raising a question or doubt as to 
whether the feature introduced by such language is (a) merely exemplary of the 
remainder of the claim, and therefore not required, or (b) a required feature of the 
claims. Note also, for example, the decisions of Ex parte Steigewald, 131 USPQ 74 
(Bd. App. 1961); Ex parte Hall, 83 USPQ 38 (Bd. App. 1948); and Ex parte Hasche, 86 
USPQ 481 (Bd. App. 1949). In the present instance, claim 12 recites the broad 
recitation virus, and the claim also recites hepatitis (genus) and feline immunodeficiency 
virus (FIV) (species), which are the narrower statement of the range/limitation. 
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Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

Claims 1-5, 13, and 24 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Hu et al (AIDS Research and Human Retroviruses, 1991, 7(7): 615-620; IDS). 

Hu et al teach a method of generating an immune response against HIV-1 in 
mice. Hu et al a combination vaccine regiment comprising administration of both a 
recombinant vaccinia virus expressing HIV-1 gp160 and a subunit gp160 immunogen. 
See the abstract, introduction on page 615, methods section, Table 1 on page 617, and 
throughout the document. Hu et al also teach that an immune response is generated 
when the subunit gp160 immunogen is administered prior to the recombinant vaccinia 
expressing HIV-1 gp160. The recombinant vaccinia virus is a nucleic acid expression 
vector as comprises a nucleotide sequence encoding and expressing HIV-1 gp160. 
The recombinant vaccinia virus comprises naked DNA, as the nucleotide sequence 
encoding HIV-1 gp160 appears to be free of proteins. 

Thus, the teachings of Hu et al meet all of the instant claim limitations. 
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Any inquiry concerning this communication or earlier communications from the 
examiner(s) should be directed to Peter Paras, Jr., whose telephone number is 703- 
308-8340. The examiner can normally be reached Monday-Friday from 8:30 to 4:30 
(Eastern time). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Deborah Reynolds, can be reached at 703-305-4051. Papers related to this 
application may be submitted by facsimile transmission. Papers should be faxed via the 
PTO Fax Center located in Crystal Mall 1 . The faxing of such papers must conform with 
the notice published in the Official Gazette, 1096 OG 30 (November 15, 1989). The 
CM1 Official Fax Center number is (703) 872-9306. 

Inquiries of a general nature or relating to the status of the application should be 
directed to Dianiece Jacobs whose telephone number is (703) 305-3388. 



Peter Paras, Jr. 



PETER PARAS 
lOTNT EXAMINER 



Art Unit 1632 




